At the end of page 12, authors mentioned a 'leadership group'. What is that? Who is part of that group? What is its place in the implementation structure? Pages 14-15, 'Needs assessment'. This part of the study is not very clear and needs a lot more clarification. -Please include the questions (lead questions, probes) that will be used in the semi-structured interviews.
-Will you ask the same questions to children and to adults? -How long will the interviews last? -Format of interview: face-to-face, telephone, ... What is the rationale behind your choice? -Who will do the interviews? With children? With adults? What are their qualifications?
Authors say that the number of interviews will depend on 'thematic saturation'. -Please provide a definition. -Please explain why authors want to reach thematic saturation (which is not an obligation in qualitative research) -Please explain how you will measure that saturation has been reached.
Thematic saturation, or data saturation is a concept derived from Grounded Theory. Does that imply that authors adopted this theory for their study? If so (which I doubt), please explain. If not, please explain. Other theories adopted: please explain.
Authors mentioned that they will use CFIR, and intervention mapping to guide the questions. Do these include specific questions, or a checklist? Could you provide this?
On page 16, authors referred to 'integrated theory'. What does that mean? Codes from CFIR will be used. Please explain, or provide examples.
How will you deal with interviewer / coding bias during the analysis?
Minor comment: when authors mention 'America' or 'American...' they probably refer to the U.S. For non-U.S. citizens, 'America' might have another meaning than U.S. Maybe it is better to use U.S. throughout the manuscript.
If the authors would revise the manuscript, I would be happy to review the revised version. Good luck.
REVIEWER
Marian Betz University of Colorado School of Medicine USA I have spoken with the PI about the project to provide feedback in the development phase. I have not seen the manuscript before its submission for review.
REVIEW RETURNED
09-Jan-2017
GENERAL COMMENTS
This is a very well-written, clear manuscript. It addresses an interesting and important topic: firearm safety counseling to reduce suicide risk among adolescents in the US.
My main suggestion/concern is that the manuscript does not explicitly address getting input from individuals within the firearm community. This might include firearm-owning providers, store owners, law enforcement, etc. The sample is appropriate for examination of implementation of the protocol in clinical practice .... BUT the authors talk about the political nature of conversations (line 48) and "unique barriers" related to firearms. Yet nowhere do they explicitly state how they will recruit firearm owners or other stakeholders from the firearm community to explore these issues. Firearm ownership rates tend to be lower among pediatricians than among other physicians, so the recruitment question is an important one.
-areas where this could/should be discussed: ---introduction ---aim 1 sample ---aim 2 needs assessment (page 14) ---discussion ---impact 
This is a very well-crafted protocol describing the research team's plans to conduct surveys and interviews with key stakeholders within two health systems to better understand how to implement a firearm storage campaign for youth suicide prevention. The protocol is well described and suitable for publication, with a few minor suggestions. 1. On page 6, it may be worth noting up-front that the results of the Safety Check intervention were based on parent self-report (the current sentence used the more ambiguous term "families.") 2. On page 6, you reference the polarizing issue of gun control. To me, campaigns to promote safe storage of firearm is not gun control. would be helpful to know your planned enrollment by site: do you plan to recruit 3 from each group from HFHS and 3 from BSW? 11. As a limitation, you state that parents may not be forthcoming. I don't think that's a limitation of the analysis as much as it is one of the intervention factors that may impede dissemination: if providers think that they are not getting truthful responses to the questions they ask of parents. I would consider whether hesitancy of parents is really a limitation or a feature that could be incorporated into the study.
VERSION 1 -AUTHOR RESPONSE
Reviewer: 1 This paper describes the Project ASPIRE study protocol, the major goal of which is to develop implementation strategies in close collaboration with stakeholders to understand how to most effectively implement a firearm safety intervention, Safety Check, in pediatric primary care settings. The manuscript is generally well-written and presents information that is important and timely. A few issues should be addressed by the authors:
1. Page 5, line 13: Firearms are the most common method of suicide in the U.S., not suicide attempts. This point should be clarified.
-We have made this change. See page 5.
2. Page 5, line 18: The authors might consider providing a more recent estimate of the prevalence of firearms in U.S. homes.
-We now include a more recent citation. See page 5.
3. Page 5, line 22: It may be helpful to the reader to first define lethal means restriction and then indicate that promotion of safe firearm practices is but one of several approaches that may decrease suicide by firearms in youth. Other examples might include gun control legislation to reduce availability and laws to reduce child access to firearms ( 4. Page 12, line 27: It was unclear how the secondary data would be utilized in this study. Also, it may be worthwhile to extract all youth suicide death data and not just suicide by firearm data if a goal of the larger study is to estimate changes in overall suicide rates or potential method substitution.
-We have clarified how the secondary data will be utilized on page 13. We apologize for confusion, we will extract all youth suicide death data from the NVSS to predict primary care provider and medical director outcomes.
Reviewer: 2 Thank you for providing me the opportunity to review this interesting manuscript on a firearm safety study protocol. Restriction of the availability of suicide means is an important and evidence-based suicide prevention strategy. Studies that address implementation strategies are highly welcome. The current study protocol has several strengths, including its multiple components, implementation in two distinct areas, and a stepwise implementation. There are; however, a few points that need clarification, especially the qualitative part of the study. I list my concerns / questions below.
1. In the 'Strengths and limitations' dot point list, authors mentioned that Safety Check is an evidencebased firearm safety intervention. At the same time, authors say that the effectiveness is unknown. Later on, in the manuscript, this contradiction becomes clearer. However, it was confusing to read it like this in the 'strengths and limitations'.
-We have clarified this in the Strengths and Limitations section.
2. From the introduction it is not very clear why authors want to focus the study on youth suicide. The examples that were given from other countries (coal gas in the U.K., pesticides in Sri Lanka, fire arms in Israeli army -and there are other examples available, not mentioned in the introduction) were not developed to tackle youth suicide. So how do you know that means restriction could work for youth suicide? Please explain.
-As described in the introduction, we focus on youth suicide because it is a critical public health issue in the U.S. -suicide is the second leading cause of death for youth in the U.S. However, the Reviewer's point is well taken and we have revised the Introduction for clarity and in an effort to be more circumspect.
This line of research will fill gaps in the literature regarding means restriction for youth suicide. Currently, there is evidence to support means restrictions broadly in population-based studies, and in support of the Safety Check approach for improving safe firearm storage among parents (which has the potential to reduce youth suicide for youth living in homes with firearms). This study is designed to inform the adaptation of Safety Check for pediatric primary care so that a larger trial can examine effectiveness and implementation. This larger trial will provide much needed evidence regarding the potential of firearm means restriction for reducing youth suicide deaths.
3. At the end of page 6, authors mentioned that firearm safety interventions may face unique barriers compared to seatbelt safety implementation. This is an intriguing comparison. Has there been done any research on barriers against the usage of seatbelts? What can you learn from that research in relation to the current study?
-We are not aware of any research that has focused on system-level barriers to implementing other types of safety initiatives with parents. Much of the research on seatbelt use, for example, has focused on the impact of legislation on seatbelt use (e.g., Beck, Shults, Mack, & Ryan, 2007) . Common barriers thought to be important in seatbelt use include knowledge (e.g., mistakenly believing airbags provide sufficient protection) and attitudes (e.g., seatbelts are uncomfortable) (e.g., Simsekoglu & Lajunen, 2008) . These types of knowledge and attitude barriers likely apply for firearms as well, however our focus is on assessing system-level barriers and facilitators, not barriers at the level of the child/parent. For example, we already know that parents underestimate the risk firearms in the home pose to children (i.e., a knowledge gap; Farah, Simon, & Kellerman, 1999), but we do not understand why, given this, providers don't routinely talk about firearm safety with families or how a health system could best support implementing wide-scale firearm means restriction. We include additional clarification on page 7.
4. The manuscript includes terminology that seems to be very important for the development and implementation of the study. Please provide a definition of 'intervention mapping', and 'system-level intervention'.
-We have more precisely defined intervention mapping on page 8. The term "system-level intervention" is not used in the present manuscript. The reviewer may be referring to taking a "systemlevel perspective" which refers to our interest in understanding perspectives at the health system level (e.g., as opposed to focusing solely on the provider or patient level).
5. Pages 9 and 13, MHRN stakeholders: please specify, who are they? -The stakeholder groups include (a) parents of youth ages 12-24, (b) physician providers, (c) nonphysician providers (nurses, physician assistants, medical assistants), (d) leaders of primary care practices, (e) leaders of behavioral health, (f) leaders of quality improvement in each system, (g) system leaders (h) third-party payers, and (i) members of national credentialing bodies (e.g., American Academy of Pediatrics). This is defined on pages 15-16.
6. Page 10, authors refer to the 'original study'. Please explain and provide reference of that study.
-We now cite the original study at this mention, which is the Safety Check intervention study by Barkin and colleagues discussed throughout the paragraph. We also clarify more explicitly that this is what we are referring to. See page 11.
7. Page 10-11, 'Sample'. If I understand it correctly, authors plan to recruit two participants per site, one physician manager and one other physician. They will be asked to fill out a questionnaire regarding the acceptability of the Safety Check intervention. Are two participants sufficient? How do you know that their replies are representative for their site? -We have changed our sampling approach such that we now recruit all leaders (i.e., physician managers) and all providers who had seen 100 or more youth patients within the preceding year from all primary care practices in the two participating health systems. This has been updated in the manuscript. See page 11.
8. Page 11, 'Data sources'. Authors plan to do a survey. Could authors provide that survey, or include examples of questions that will be asked? -We now include example questions on page 12.
9. At the end of page 12, authors mentioned a 'leadership group'. What is that? Who is part of that group? What is its place in the implementation structure? -This refers to the sample of physician managers (i.e., practice leaders) from the Aim 1 sample. We have clarified this on page 11.
10. Pages 14-15, 'Needs assessment'. This part of the study is not very clear and needs a lot more clarification.
-Please include the questions (lead questions, probes) that will be used in the semi-structured interviews.
-Will you ask the same questions to children and to adults? -How long will the interviews last? -Format of interview: face-to-face, telephone, ... What is the rationale behind your choice? -Who will do the interviews? With children? With adults? What are their qualifications? -We no longer intend to interview children, just parents. The interview questions and probes are not included in the manuscript for two reasons. 1. Because this is a study protocol paper the study is in progress and the interview guides are still undergoing refinement and 2. We have 9 stakeholder groups in Aim 2, thus we have 9 separate qualitative interview guides. Therefore, space does not allow for us to include the guides in the present manuscript. However, if the Editor would like for us to make the guides available as supplementary material we would be happy to do that. Interviews will last approximately 1 hour and will be conducted by phone. This is because the primary research team is located in Philadelphia and the participants in Detroit, MI and Dallas, TX. Interviews will be conducted by a team of doctoral level researchers/psychologists who have received extensive training and supervision in qualitative interviewing, as well as bachelors and masters level interviewers who have completed training in interviewing, including didactics and engaging in role plays with feedback, and who will be supervised closely by the doctoral level members of the research team. We have included additional details in the manuscript along with sample interview questions on pages 16-17.
11. Authors say that the number of interviews will depend on 'thematic saturation'.
-Please provide a definition.
-Please explain why authors want to reach thematic saturation (which is not an obligation in qualitative research) -Please explain how you will measure that saturation has been reached.
-Thematic saturation refers to the point in data collection and analysis where the research team no longer identifies new ideas, constructs, or themes as data are newly collected. We now define this on page 16. Our decision regarding saturation was informed by the integrated approach we are employing, which includes using inductive and deductive methods. See also our response to Reviewer 2, comment 12 below.
12. Thematic saturation, or data saturation is a concept derived from Grounded Theory. Does that imply that authors adopted this theory for their study? If so (which I doubt), please explain. If not, please explain. Other theories adopted: please explain.
-As described on page 18, we take an integrated approach. Integrated theory is an approach to qualitative analysis that incorporates inductive (i.e., ground-up) and deductive features (Bradley, Curry, & Devers, 2007) . This approach uses an inductive process of iterative coding to identify recurrent themes, categories, and relationships in qualitative data. A comprehensive coding scheme is then developed on the basis of this analysis and applied to the data in order to produce a finegrained descriptive analysis. A priori codes informed by CFIR will also be applied (i.e., deductive approach), such as coding for barriers and facilitators at the intervention, provider, and inner and outer setting levels. Examples of CFIR-informed interview questions are now included on pages 16-17.
13. Authors mentioned that they will use CFIR, and intervention mapping to guide the questions. Do these include specific questions, or a checklist? Could you provide this? -This does not refer to a checklist; rather it refers to using these frameworks to inform the development of the interview guide and not specific questions per se. We developed interview questions to be consistent with CFIR constructs using http://cfirguide.org/ as a guide. We also query, for example, about who would be likely to implement the intervention because this information will be important to know as we engage in the intervention mapping process. This is described on pages 16-17. Please also see the description of CFIR in the Introduction on pages 7-8.
14. On page 16, authors referred to 'integrated theory'. What does that mean? Codes from CFIR will be used. Please explain, or provide examples.
-See response to Reviewer 2, comment 12
15. How will you deal with interviewer / coding bias during the analysis? -We will utilize multiple methods to establish trustworthiness in our qualitative coding and appreciate the opportunity to provide additional clarification. Our methods for consensus coding and reliability follow from the recommendations of Hays and Singh (2012). After our initial codebook is drafted, raters will independently code transcripts and discuss until consensus agreement on the operational definitions of codes is reached. We will also compute interrater agreement (i.e., kappa), which provides a complementary approach to determining agreement between raters (see Hays and Singh, 2012) . We will ensure that reliability between raters is at least .80 or higher. See page 18.
16. Minor comment: when authors mention 'America' or 'American...' they probably refer to the U.S. For non-U.S. citizens, 'America' might have another meaning than U.S. Maybe it is better to use U.S. throughout the manuscript.
-We have made this change throughout.
Reviewer: 3 This is a very well-written, clear manuscript. It addresses an interesting and important topic: firearm safety counseling to reduce suicide risk among adolescents in the US.
1. My main suggestion/concern is that the manuscript does not explicitly address getting input from individuals within the firearm community. This might include firearm-owning providers, store owners, law enforcement, etc. The sample is appropriate for examination of implementation of the protocol in clinical practice .... BUT the authors talk about the political nature of conversations (line 48) and "unique barriers" related to firearms. Yet nowhere do they explicitly state how they will recruit firearm owners or other stakeholders from the firearm community to explore these issues. Firearm ownership rates tend to be lower among pediatricians than among other physicians, so the recruitment question is an important one.
-areas where this could/should be discussed: ---introduction ---aim 1 sample ---aim 2 needs assessment (page 14) ---discussion ---impact -The Reviewer's point is well-taken. Others are conducting excellent and important work in this area (such as work by Dr. Betz, Dr. Cathy Barber, and others), the scope of which is beyond the present study. However, we now intend to use purposive sampling to ensure we interview at least 67% firearm-owning parents and 50% firearm-owning physicians and practice leaders in Aim 2. In Aim 1 we explicitly ask physicians and leaders about gun ownership. We now discuss getting input from firearm owners in the introduction and discussion and have updated Aims 1 and 2 accordingly. We have also now explicitly raised this as a limitation.
2. Additional questions, related to the above topic, that should/could be addressed during the research (and alluded to in the manuscript) include: -is the parent who comes to the clinic/appt the one who controls firearm storage? -would parents prefer materials co-branded by firearm organizations, like the NSSF's "child safe" materials? -would using Safety Check as a bundled (rather than stand-alone) intervention make the firearm messaging more or less acceptable? (page 18 line 48) -These are excellent suggestions and ones that we will explicitly explore with parents during qualitative interviews. We also now give example of these on pages 7 and 21.
3. Minor comment: line 22: "means restriction, or the promotion...." -means restriction as a concept does not refer to only firearms, as the rest of the paragraph states. Suggest "means restriction, including the promotion..." -See response to Reviewer 1, comment 3.
Reviewer: 4 This is a very well-crafted protocol describing the research team's plans to conduct surveys and interviews with key stakeholders within two health systems to better understand how to implement a firearm storage campaign for youth suicide prevention. The protocol is well described and suitable for publication, with a few minor suggestions.
1. On page 6, it may be worth noting up-front that the results of the Safety Check intervention were based on parent self-report (the current sentence used the more ambiguous term "families.") -We have made this clarification on page 6.
2. On page 6, you reference the polarizing issue of gun control. To me, campaigns to promote safe storage of firearm is not gun control. You might consider another term or phrase that does not indirectly categorize the Safety Check intervention in this way.
-We have adjusted our language so as not to indirectly associate Safety Check with gun control on pages 5-6.
3. On page 7, you reference "At the provider level" but it is not clear whether this refers to the intervention characteristics or inner setting of the CFIR.
-We have clarified this on page 7.
4. On page 8, you provide a brief paragraph about intervention mapping, but don't define what exactly it is. Could you provide a short definition in this paragraph? -See response to Reviewer 2, comment 4.
5. On pages 9-10, you highlight "widening disparities" for African American youth and "disparities" for rural communities, but you don't describe the nature of these disparities -could you provide short detail on the specifics of such disparities? -Thank you for the suggestion. We now include additional details on page 10.
6. In the Analysis section beginning on page 12, I needed to read the first paragraph twice to understand that you describe first acceptability, then use. Perhaps breaking this into two paragraphs, or clearly distinguishing them within the paragraph, would help readers follow your analysis plan.
-We have broken this into two paragraphs to improve readability. See pages 13-14.
7. In your analysis plan, you are planning to run models separately for physician managers and physicians. This makes sense for use, when the outcomes are defined differently, but for acceptability wouldn't a more powerful model be one that combines the two and adjusts for responder type as a covariate? -We thank the Reviewer for this helpful suggestion. The referent for many questions is different among providers and physician managers. For example, "I would consider using this strategy in my practice" for physicians and, "I would consider asking the providers in my practice to use this strategy" for managers. However, for some questions the wording is identical. We have revised our analytic plan as follows: We will run separate models for the physician manager and physician provider samples when questions were worded differently. For questions that are worded identically (e.g., "Caregivers in my practice would view this strategy as intrusive") we will run a single model and include responder type as a covariate. See pages 13-14.
8. In your analysis plan, you do not account for standard errors to account for clustering of observations, which should be addressed. At the very least, one would expect the independence assumption is violated between the HFHS providers and BSW providers (which is also clustering by state, and you have hypothesized state-level effects given the pending legislation in Texas). At a more granular level, more than one clinic may be located within the same region where some of your "geographically derived socioeconomic and mortality indicators" are measured which would require adjusting the standard errors accordingly.
-The Reviewer raises an important point. We will adjust for health system (which is synonymous with state in our sample) in all multinomial regression models. Sample size precludes the inclusion of more granular clustering (e.g., by clinic). See page 14.
9. It is highly probable that the assumptions of a linear regression model may not hold for the acceptability outcomes: what alternative models might you try (i.e., count models, like a negative binomial, or dichotomizing and running logistic regression models?) -We appreciate the suggestion. If assumptions of normality are violated we will dichotomize responses using a median split and conduct logistic regressions instead of using linear regression. Because the dependent variables are means of sets of Likert variables and not count data we do not believe it is possible to conduct Poisson or negative binomial regressions.
10. Under the Needs Assessment procedures listed on page 14, it would be helpful to know your planned enrollment by site: do you plan to recruit 3 from each group from HFHS and 3 from BSW? -We intend to recruit 3 participants per site and have clarified this on page 16.
11. As a limitation, you state that parents may not be forthcoming. I don't think that's a limitation of the analysis as much as it is one of the intervention factors that may impede dissemination: if providers think that they are not getting truthful responses to the questions they ask of parents. I would consider whether hesitancy of parents is really a limitation or a feature that could be incorporated into the study.
-This is an excellent suggestion and something we now intend to explore with providers during qualitative interviews. We also discuss this on page 21.
We hope that we have adequately addressed the concerns raised, and we look forward to hearing from you in the near future.
